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TO HUONG DAN SU DUNG THUOC

B Vien nén bao phim Narisom

THUOC NAY CHI DUNG THEO DON THUOC.
DE XA TAM TAY TRE EM. DOC K¥ ITUONG DAN SU DUNG TRUOC KHI DUNG. |
CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

1. Thanh phan: M3i vién nén bao phim chira

Théanh phan hoat chét: Linagliptin Smg

Thénh phdn td dirge: Mannitol, Maize starch, Pregelatinised starch, Copovidone, Magnesi stearate, |

Hypromellose E6, Polyethylene glycol 6000, Tale, Titan dioxide, Oxide sat da. |

2. Dang bao ché: Vién nén bao phim

M& té san phdm: Vién nén hinh tron, bao phim mau hdng, hai mit tron, canh va thanh vién lanh

lan.

3. Chi dinh

Narisom duoc chi dinh diéu tri dai thao duong 'typ 2 & ngudi 16n nhur 12 mot thue bd tro cho ché

do én kiéng va luyén tap dé cai thién kiém soat dudng huyét:

v' Dan tri liéu: Khi bénh nhan khong dung nap véi metformin hogc chéng chi dinh do suy thén.

v Phéi hop thuéc: L)ung v6i cde thude khac @& didu tri ddi thao dudmg, ké ca insulin, khi cdc
thude ndy khong kiém sodt hiéu qua dudmg huyét.

4. Lidu dimg - Céich dung

4.1. Liéu diing _,

Ubng 1 vién (5mg) mdi ngdy 1 lan. ‘ [

Nén duy tri lieu metformin dang dung khi dung dong thoi véi Narisom. '

Tron g diéu tri phdi hop véi sulfonylmea hofc insulin, cé thé xem xét lidu sulfonylurea, insulin thp

hon d& giam nguy co ha duong huyét (xem muc 6).

Nhom bénh nhan dic biét

Suy thén: Khong can diéu chinh lidu.

Suy gan: Chc nghién cttu duge dong hoc cho thdy khéng cn diéu chinh liéu & nhitng bénh nhén

nay, mic du kinh nghlem laAm qang con thiéu.

Newoi cao tudi: Khong can didu chinh lidu. '

Tré em: An toan va hiéu qua ciia linagliptin & tré em va thanh thiéu nién chua duge thiét lap, khong

o san dir lidu,

4.2. Cach ding

Ding dudng udng, cé thé ding cing hodc khong cling vé&i thire #in & bit ky thoi diém nao trong

ngay.

Néu quén lidu, can ubng ngay sau khi nhé ra. Khéng dung liéu gip doi trong ciing mét ngay.

5. Chﬁng chi dinh

Qué man v6i hoat chét hodc bét ky thanh phén té4 duge nio cia thude. i

6 Lanh bdo va thin trong khi ding thube '“
ong qudt: Khéng nén ding Narisom cho bénh nhén déi thdo dudng typ 1 hodc bénh nhan nhidm

toan ceton do dai thdo dutmg.

Ha diwong huyéi:

Linagliptin dom tri cho thiy nguy co ha dudng huyét cta thube tuong duong voi gia duoc.

Trong céc thir nghiém 1am sang phéi hop hnaghp[m v6i cée thude chua biét nguy co gdy ha dudng

huyét (nhur metformin), ty 18 ha dudng huyét do thube tyong duong véi placebo. ’
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Khi ding linagliptin phéi hgp véi suphonylurea (trén nén metformin), ty 1& ha duomg huyét ting lén
so véi gia dugre.

Cac sulphonylurea va insulin duoc biét 14 gdy ha dudng huyét. Do d6, can thin trong khi sir dung

Narisom két hop véi sulphonylurea va/hogic insulin. C6 thé xem xét lidu sulfonylurea hodc insulin

thip hon dé giam nguy co ha dudng huyét.

Viem tuy cc?'g

St dung linagliptin 1am tang nguy co viém tuy cip. Trong nghién cu an todn tim mach va than
(CARMELINA) v6i (hoi gian trung binh 2,2 nm, ghi nhin 0,3% bénh nhén viém tuy cip khi ding
linagliptin va 0,1% khi ding gia duoc. Bénh nhén cin duge théng béo vé cée tridu ching dic trung
cia viém tuy cép. Néu nghi ng¢ viém tyy, nén ngung linagliptin; néu xac dinh 13 viém tuy cép,
khéng nén sir dung lai linagliptin. Cén thén trong & bénh nhén c6 tién sit bénh viém tuy.

Bong nudc pemphigoid: Da duge ghi nhin & bénh nhin dung linagliptin. Trong nghién clru
CARMELINA ghi nhén 0,2% bénh nhén bi bong nuwde pemphigoid khi dung linagliptin va khéng
¢6 bénh nhén ding gia duoce. Néu nghi ngdy ¢6 bong nuée pemphigoid, cin ngung ding Narisom.

7. St dung thuée cho phu nir ¢6 thai, cho con bu va khi nang sinh san.

Phu nit co thai

Anh huong cta linagliptin trén phu nit ¢6 thai chua duge nghién ctu. Cac nghién cu én dong
vét, khong thiy tac dung c6 hai true tiép hodc gian tiép 1én kha ning sinh san. Pé dam bao an toan,
t6t nhét khéng nén ding Narisom cho phu nit ¢6 thai.

Phu nir cho con bi

Céc két qua nghién ctru duge déng hoce trén dong vét cho théy, linagliptin/chit chuyén hoa duoc bai
liét vao sita. Khong loal trir roi ro cho tré bit me, can quyét dinh ngung cho con bu hodic ngung didu
tri biing Narisom, ¢dn nhic gifta loi ich cho con ba va viée didu tri cho ngudi me.

Kha ning sinh san

O ngudi, anh huong cta linagliptin trén kha niing sinh san chwa duoe nghién eiru. Cac nghién ctu
trén dong vit, khong thiy tac dung c¢6 hai truc tiép hodc gian tiép 1én kha nang sinh san.

8. Anh hwéng trén khi nang lai xe va van hanh may moc

Linagliptin khéng ¢6 hodic anh hudng khéng dang ké 1én kha niang 14i xe va vin hanh may méc.
Tuy nhién, bénh nhéan can duge canh bao v nguy co ha dwong huyét khi két hop vaéi thude
sulphonylurea va/ insulin.

9. Twong thc vi twong ky ciia thube

9.1. Twong tic thude

Twong tic thubc trén in vitro

Linagliptin 12 mét chét e ché dya trén co ché tir yéu dén trung binh va tic ché canh tranh yéu dbi
véi CYP isozyme CYP3A4, nhung khong (e ché cac CYP isozyme khéc. Linagliptin khong phai la
chét gy cam tmg vdi cdc CYP isozyme.

Linagliptin 14 mdt co chdt P-glycoprotein va tc ché van chuyén digoxin qua trung gian P-
glycoprotein v6i hoat lye thip. Dua trén cac két qua nay va nhiing nghién ciu tuong tac thude
trén in vivo, linagliptin duoc xem 14 khéng gy tuong tic véi cic co chit P-gp khac.

Twong tic thubc trén in vivo

Anh lréng ciia thudc khdc 1én linagliptin

Dir liéu 14m sang cho thdy nguy co céc tuong tic ¢6 v nghia rén 1dm sang do viéc st dung thude
ddng thoi 1a thép.

Rifampicin: Ding dbng thdi da liéu phéi hop linagliptin Smg va rifampicin, mét chét cam tmg
manh @61 voi P-gp va CYP3A4, lam giam 39,6% AUC va 43,8% C max clia linagliptin va giam
khoang 30% su tre ché DPP-4. Do d6, hiéu qua didu tri cha linagliptin giam khi ding ¢dng thdi v6i
chét gy cim {mg manh P-gp, dc biét khi dung kéo dai. Dung déng thoi voi cée thube cam tmg
manh khéac ctiia P-gp va CYP3A4 nhu carbamazepin, Phenobarbital va phenytoin chua duoc nghién
ctru.
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Ritonavir: Ding ddng thai mét liéu don linagliptin Smg va da lidu ritonavir 200mg, mdt chit ¢6
khé niing (¢ ¢hé P-gp v CYP3A4, Iam ting 2 1an AUC va 3 1an Cuax cUa linagliptin. Nong do
khéng lién két, thudmg thip hon 1% liéu diéu tri ctia linagliptin, ting gép 4-5 1an sau khi dung déng
thdi v6i ritonavir. Nong do linagliptin trong huyét tuong & trang thai 6n dinh khi ¢6 hodc khong
ding ritonavir khéng lién quan dén sy ting tich lity do. Nhitng thay ddi nay vé duoc déng hoc cua
linagliptin khéng c6 ¥ nghia 1dm sang. Do d6, cc tuong tc ¢b ¥ nghia 14m sang hiém khi xdy ra
véi cée chit re ché P-gp/CYP3A4 khéc.

Metformin: O ngudi tinh nguyén khée manh ding ddng thdi linagliptin 10mg, ngay 1 l4n va
metformin 850mg, ngay 3 1an khéng lam thay déi dugc dong hoc ctia linagliptin.

Sulphonylurea: Dugc déng hoc & trang thai dn dinh khi dung lidu linagliptin 5mg khong bi thay dbi
khi diing déng thei véi mét lidu don 1,75mg glibenclamide (glyburide).

Anh huwéng ciia linagliptin doi véi cic thude khic:

Trong céc nghién ctru ldm sang linagliptin khong c6 dnh hudng dang ké vé mit 1am sdng dén duge
dong hoc ctia metformin, glibenclamide, simvastatin, warfarin, digoxin hoic céc thudc tranh thai
dudng udng, didu nay cho thdy xu hudng it gdy tuong tic thudc voéi cdc co chit ctia CYP3A4,
CYP2C9, CYP2CS8, P-glycoprotein va chat van cl'myén cation httu co (OCT).

Metformin: O ngudi tinh nguyén khoe manh, dung dong thai da lidu hang ngay linagliptin 10mg va
metformin 850mg, 13 co chit OCT, khong c6 anh hudng lién quan dén duge ddng hoc cua
metformin. Do do, linagliptin khong phéi 1a chit (e ché van chuyén quan trung gian OCT.
Sulphonylurea: Ding déng thai da liéu linagliptin Smg va mét lidu don 1,75mg glibenclamide
(glyburide) 1am gidm 14% c4 AUC va Cpgx ctia glibenclamide. Do glibenclamide duge chuyén héa
chii yéu bdi CYP2C9, nhitng dit liéu ndy cho thiy linagliptin khéng phai 12 chét tc ché CYP2CS9.
Céc tuong tic c6 ¥ nghia ldm sang hiém xdy ra vdi cac sulphonylurca khac (nhu glipizide,
tolbutamide va glimepiride), duoc thai trir chi yéu boi CYP2C9 nhr glibenclamide.

Digoxin: 0] ngudi tinh nguyén khoe manh, ding dong thoi da lidu hang ngay linagliptin Smg va
0,25mg digoxin, khang c6 anh hudng dén duoc déng hoc ciia digoxin. Do dé, linagliptin khong
phai 1a m6t chét tre ché su van chuyén qua trung gian P-glycoprotein in vivo.

Warfarin: Dung dong thoi da lidu hang ngay linagliptin Smg va liéu duy nhét warfarin, 13 co chét
CYP2C9, khéng lam thay dbi duoe déng hoc cta S(-) hosic R(+) warfarin.

Simvastatin: O ngudi tinh nguyén khde manh, ding da lidu hang ngay linagliptin 10mg anh hudng
khéng déng ké dén duoc dong hoc & trang thai on dinh cua simvastatin, mot co chit CYP3A4. Sau
khi dung dong thoi 10mg linagliptin va 40 mg simvastatin mdi ngay, trong 6 ngay, AUC cua
simvastatin ting 34% va Cpax ting 10%.

Thudc trdnh thai duong udng: Ding dong thdi véi Smg linagliptin khong 1am thay @i duoc dong
hoc & trang thai dn dinh eta levonorgestrel hoiic cthinylestradiol.

9.2. Twong ky ciia thube

Do chua ¢6 cdc nghién cttu v& tuong ky ciia thude, khéng trén 13n thude ndy véi cde thude khéc.

10. Téc dung khong mong mudn ciia thue (ADR)

Tém tit hd so an toan

Trong phén tich tdng hop clia cdc nghién ctru 14m sang ¢ @i ching vé6i gid duoe, tinh chung ty I8
ADR ¢ nhém bénh nhan dung gid duge twong ty nhém dong linagliptin Smg (63,4% so véi 59,1%).
Viée ngimg diéu tri do ADR & nhém bénh nhén ding gia duoe cao hon so véi nhom ding
linagliptin Smg (4,3% so v6i 3,4%).

ADR duoc bdo cdo thudng xuyén nhét 1a ha duong huyé(, duge ghi nhan khi két hop ba 3 thude
linagliptin + metformin + sulphonylurea 14 14,8% so véi gia duoc la 7,6%.
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Trong cdc nghién ctu ddi ching véi gia duoc, 4,9% bénh nhan bi ha dudng huyél khi ding
linagliptin. Trong d6 4,0% & muc nhe, 0,9% & mure trung binh va 0,1% la ndng. Viém tuy duoc bao
c4o thuong xuyén hon & nhiing bénh nhan str dung linagliptin (7 truong hop xay ra & 6580 bénh
nhén dung linagliptin so v&i 2 truong hop ¢ 4383 bénh nhan dung gia duge).

Céc ADR duogc phén tich dya trén ting ché @6 diéu tri tuong tmg (don tri lidu, bd sung vao diéu tri
v6i metformin, bd sung vao didu tri véi metformin va sulphonylurea, bd sung vao diéu tri voi
insulin) do anh hudng ciia ADR c4c phic db dang sir dung (nhu ha dudng huyét).

Céc nghién ctru ¢6 d6i chimg gia duge trong d6 linagliptin duge sir dung nhur:

Don (] liéu ngén han cho téi 4 tudn

Pon trj ligu > 12 tudn

B& sung vao metformin

B& sung vao metformin + sulphonylurca

B sung vao metformin va empagliflozin

B6 sung vao insulin (cling hoac khéng ciing véi metformin)

Cac ADR dugce phén loai theo hé co quan va cac thuat nglr cia McdDRA, duge bao cdo & nhiing
bénh nhan st dung Smg linagliptin trong cée nghién ctru mu dbi duéi dang don tri liéu hodic didu tri
bd sung duoc trinh bay trong bang 1.

Phdn logi ADR: Rét thudng giap (> 1/10); Thuong gip (tir 17100 (61 1/10); It gip (1/1.000 16i
1/100), Hiém gip (1/10.000 t6i 1/1.000), Rat hiém giip (<1/10.000); va Chua biét (do khang c6 di
li¢u).

Béngl: Céc ADR duroc bdo céo & bénh nhin dung linagliptin Smg, mdi ngay dudi dang don (i ligu
hodc didu tri bd sung trong cac nghién ctru lAm sang va kinh nghiém sau khi tiép thi.

¢ coquan 3 o
¢ i Tan suat
ADR _ . o

Nhiém khuin va nhiém ky sinh trimg
Viém miii hong it gap

H¢ mién dich

Qué min | It gap

Chuyé}l héa va dinh dwong

[1a dudng huyét! \ Rét thuong gip
1 hilp, ngwe va trung thit
Ho ‘ It gap
Tiéu hoa
Viém tuy Hiém gip”
Téo bon? It giip
| Da va mé dudi da
Phit mach* Hiém gip
T/[éy day* Hiém giip
| Phat ban* It gip
Bong nuéc j)émphigoid Hiém giip”
%zghi_éni-
Tang Amylase it gap
Tang lipase™®* Thuong gap

(*) Dya trén kinh nghiém sau khi tiép thi
(**) Dua trén murc tang lipase >3 l4n ULN duoc ghi nhén trong cac nghién ctu lam sang
(# )Dya trén nghién ctru an toan tim mach va than cua linagliptin (CARMELINA).
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(1)ADR ghi nhén duoc khi két hop v6i metformin + sulphonylurca.

(2) ADR ghi nhin duoe khi két hop v6i insulin

THONG BAO NGAY CIO BAC SITIOAC DUQC ST NITUNG PIIAN UNG CO HAT GAP PHAI
KHI SU DUNG THUOC

11. Qu4 lidu va xir tri

Tri¢u chirng

Trong céc nghién ciru lam sang c6 déi chimg trén ngudi khoe manh, lidu don 1én &1 600mg
linagliptin (120 14n liéu khuyén c4o) duoc dung nap tét. Khéng cé kinh nghiém khi ding lidu cao
hon 600mg & ngudi.

Diéu tri

Trong cac trudmg hop qué lidu, nén tién hanh cic bién phap didu tri hd trg théng thuong, nhu loai
bo thude chua hip thu tir da day rudt; theo doi 1am sing va p dung cdc bién phép didu tri néu cn.
12. Pic tinh dwoe lye hoe:

Nhom duoe Iy: Thube didu tri dai thédo duong, chét e ché DPP-4

Phdn loai ATC: A10BHOS

Co ché tic ding

Linagliptin 14 chit wrc ché enzyme DPP-4 (Dipeptidyl peptidase 4, EC 3.4.14.5), 13 enzyme tham
gia vdo qui trinh bit hoat hormon incretin GLP-1 va GIP (peptid-1 gibéng glucagon, mat
polypeptide kich thich insulin phu thudc glucose). Nhitng hormon nady thuding bi phin hiy nhanh
boi enzyme DPP-4. Ca hai hormon incretin tham gia vao didu tiét sinh 1y cin bang glucose.

Tncretin duoc bai tiét véi ndng dé thép trong ngay va ndng dé nay ting 18n ngay 18p tire sau khi in.
GLP-1 va GIP tang sinh téng hop insulin va bai tiét tir cdc t& bao beta & tuy trong tinh trang binh
thuong va ting duong huyét. Hon nira, GLP-1 cling lam giam bai tiét glucagon tir cac té bao alpha
& tuy, két qua 12 1am giam bai tiét dudmg & gan.

Linagliptin gén két rit hiéu qua véi DPP-4 thufn nghich, do @6 1am ting én dinh va kéo dai néng
dé incretin hoat dong. Linagliptin ting bai iét insulin phy thudc véo glucose va lam giam bai tiét
glucagon; do dé lam cai thién cdn béng glucose. Linagliptin gn két chon loc véi DPP-4, cao hon
>10.000 14n 4i luc véi DPP-8 hoiic DPP-9 trén in vitro.

13. Céc dic tinh vé dwge dong hoc:

Duge dong hoc ciia linagliptin nghién ctru chi yéu & ngudi khoe manh va bénh nhan dai théo
dudng typ 2. O ngudi binh thudmg, sau khi ubng Smg linagliptin duge hdp thu nhanh véi ndng do
dinh trong huyét trong (Tumax ) dat 1,5 gid sau khi dung.

Nbng do linagliptin trong huyét tuong giam theo 3 giai doan véi thoi gian ban thai dai (thoi gian
ban thai hon 100 gid), phin 1én lién quan t&i su gin két chit chd & mire bio hod cia linagliptin véi
DDP-4 va khdng lam tang tich iy thude.

Thoi gian ban thai tich Ity c6 hi¢u qua cta linagliptin duge xdc dinh sau khi uéng da lidu Smg
linagliptin, 12 khodng 12 gid. Dung linagliptin Smg, ngdy 1 1an, néng dd thuéc trong huyét twong
dat 6n dinh sau khi dung lidu thr 3. AUC cua linagliptin ting khoang 33% sau khi ding lidu Smg &
trang théi én dinh so véi liéu diu tién. AUC cua thude it dao ddng trong timg bénh nhan va giita
cac bénh nhén (tuong tng 1a 12,6% va 28,5%).

AUC toan ph:i‘m clia thude trong huyét tuong tang it hon v6i mie tang lidu dung, trong khi AUC
dang khéng lién két ting gin tuyén tinh véi mic ting lidu ding. Duge dong hoc cia linagliptin &
ngudi khoe manh gn nhu gidng & bénh nhan dai thao dudmg tugp 2.

Iip thu

Sinh kha dung tuyét ddi cia linagliptin khodng 30%. Ubng linagliptin ¢dng v6i bita @n gidu chét
béo 1am kéo dai thei gian dat Cmax thém 2 gidy va gidm 15% Cmax nhung khong anh huémg dén
AUCo.7n. Anh huéng ctia thirc an khong ¢é ¥ nghia 14m sang dén Cmax VA Tinax, do d6 linagliptin 6
thé duoc dung cung hodc khong clng vai thire dn.
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Phin bo

Do lién két md, thé tich phan bé sau khi tiém tinh mach 5mg linagliptin & ngudi khoe manh la
khoang 1110 lit, cho thdy linagliptin duoc phan bd rong rdi t6i cac md. Lién két protein huyét
tuong cta linagliptin phu thuge vao ndng do, giam tir khoang 99% & ndng do Inmol/L dén 75-89%
& ndng do >30 nmol/L, phan anh su bdo hoa lién két v6i DPP-4 khi tang ndng do linagliptin. O
nc"ing dé cao, khi DPP-4 duge hoan toan bdo hoa, 70-80% linagliptin dugc lién két véi cée protein
huyét tuong khic ngoai DPP-4, do vy 20-30% & tu do trong huyét trong.

Chuye:H hoa

Sau khi uéng liéu ["C] linagliptin 10mg, khoang 5% chét ¢6 hoat tinh phéng xa duoc bai tiét qua
nude tidu. Chuyén héa déng vai trd thi yéu trong qué trinh thai i coa linagliptin. M6t chit chuyén
hoa chinh ¢é ndng d6 1a 13,3% lidu linagliptin, ghi nhan 1a chét khéng cé hoat tinh duge ly va
khang gop phin véo tac dung e ché DPP-4 huyét tuong cua linagliptin.

Thai fror

O ngudi khoe manh, sau khi udng [14C] linagliptin, khoang 85% liéu dung ¢6 hoat tinh phéng xa
duge thai trir theo phéan (80%) hoac nude tiéu (5%) trong vong 4 ngay. P& thanh thai qua thin &
trang théi 6n dinh khoang 70 mL/phut.

Nhom bénh nhin dic biét

Suy thdn

Mot nghién ctru nhdn mé, da lidu duge tién hanh dé danh gié dugce ddng hoc ctia linagliptin (liéu
Smg) ¢ nhitng bénh nhin suy thin man v6i mie d6 khéc nhau so v6i nhimg ngudi khoe manh. Suy
thin dugc phén loai dya trén d§ thanh thai creatinin tir nhe (50 t&i <80 mL/phit), trung binh (30 (41
<50 mI./phit), va ning (<30 mL/phuat), ciing nhu nhirmg bénh nhan mic bénh thin giai doan cubi
(ESRD) dang loc mdu. Ngoai ra, nhiing bénh nhan bi déi thdao dudng typ 2 va suy thdn ning ciing
dugc so sanh véi bénh nhan déi thao duong typ 2 cé chitc nang than binh thudng,

Do thanh thai creatinin dwoc do trong nude tiéu trong 24 gitr hodic udc tinh ti creatinin huyét thanh
dwa vio céng thitc Cockeroft-Gault. G trang thai én dinh, ndng do linagliptin & nhiing bénh nhén
suy thén nhe tvong duong véi nguodi khoe manh. Trong trudng hop suy thén trung binh, gia ting
nong do vira phai 1én khoang 1,7 1dn so v6i nhém ching.

Nbéng @6 & bénh nhan d4i thdo dudmg typ 2 bi suy than ning ting khoang 1,4 1dn so v&i bénh nhan
dai thao dudng typ 2 ¢6 chirc ndng thin binh thudmg. Dy doan AUC cua linagliptin & nhitng bénh
nhén ESRD twong ty nhu nhitg bénh nhan suy thin vira hodc niing. Ngoai ra, dir kién linagliptin
loai bo khéng déng ké qua loc mau hogic thim phén phiic mac. Do do, khong cdn diéu chinh lidu
linagliptin & nhitng bénh nhén cé bét ky mic d6 suy thin nao.

Suy gan

O nhiing bénh nhén khéng déi thdo dudmg cé suy gan nhe dén néng (theo phan loai Child-Pugh),
AUC va Cuax clia linagliptin giéng nhu & nhitng ngudi dbi chimg khoe manh sau khi ding da lidu
linagliptin Smg. Khong cin didu chinh liéu linagliptin cho nhitng bénh nhan suy gan nhe dén ning,
Chi 56 khoi co thé (BMI)

BMI khong lién quan t61 duge dong hoc ctia linagliptin, dwa vao mdt phén tich duge ddng hoc trén
dan sb nghién ctru tir dit liéu giai doan [ va giai doan II. Céc thir nghiém 1am sang trudée khi duoe
cip phép hueu hanh da duge thue hién véi chi sé BMI 1én téi 40kg/m2. Khong cdn didu chinh lidu
dua vao BMI.

Gidi tinh

Gi6i tinh khéng c6 lién quan dén duoc déng hoc cua linagliptin dya vio mot phén tich duge dong
hoc trén dén s6 nghién ctru tir dit lidu giai doan 1 va giai doan II. Khéng can diéu chinh lidu dua vao
gidi tinh.
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Nguoi cao (uéi
Khéng cAn diéu chinh liéu theo tudi cho dén 80 tudi, do tudi khéng dnh hudng dén duge dong hoc
clia thufc dua trén mét phin tich duoc déng hoc tir dit lidu giai doan I va giai doan 1I. Céc déi
tugng cao tudi (65 dén 80 tudi, ngudi 1én tudi nhét 1a 78 tudi) cb ndng db linagliptin huyét twong tyr
nhu déi tuong tré tudi hon.
Tré em
Mot nghién cltu & tré em giai doan II da kiém tra duge déng hoc va duge luge Iue cua linagliptin
Img va Smg & tré em va thanh thidu nién > 10 dén <18 tudi mic bénh d4i thio duong typ 2. Ghi
nhdn cdc phéan tmg duge dong hoe va duge lye hoe tuong tr & ngudi 16n. Linagliptin Smg cho thiy
vugt trdi hon Img vé kha niing tic ché DPP-4 & miic tdi thidu (72% so véi 32%, p-0,0050) va mic
giam 16n hon vé s6 lupng lién quan dén thay ddi da didu chinh so véi ban dAu trong HbAlc (-
0,63% so véi -0,48%, NS). Do dir liéu nghién ctru con han ché, ¢in than trong.
Ching toc
Khéng can diéu chinh lidu dya trén yéu t6 chimg tdc. Ching toe khéng anh hudng dén ndng do cua
linagliptin trong huyét twong, duwa trén phén tich téng hop cée dit licu duoe ddng hoc b sin, bao
gdm bénh nhén gc da tréng, gbc TAy Ban Nha, Chau Phi va Chau A. Ngoai ra, céc déc tinh duge
déng hoc coa linagliptin cling tuong ty nhu trong céc nghlen ctiu gia doan I danh riéng cho ngudi
tinh nguyén khoe manh Nhét Ban, Trung Quéc va da tring.
14. Quy cdch déng g6i: Hop 3 vi x 10 vién nén bao phim.
15. Piéu kién bdo quin, Ilan ding, Tiéu chufn chit lwgng:
Diéu kién bdo quan: Noi khd, nhiét do khong qua 30°C
IHan ding: 36 thang ké tir ngay san xudt
Tiéu chudan chdt hrong: TCCS
16, Tén — Dia chi co s6 sin xuit :
Cong ty TNHH DRP Inter
L6 EBS, Duong s6 194, Khu céng nghiép Hiép Phirde
- Xa Hiép Phuoc, Huyén Nha Beé, Tp. H6 Chi Minh
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